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REASONS FOR PRE-APP EAL BRIEF REQUEST F OR REVIEW 

Mail stop: AF 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear CormTiissioner: 

Applicants respectfully request a review of the legal and factual bases of the outstanding 
rejections in the above-identified patent application. Pursuant to the guidelines set forth in the 
Official Gazette Notice of July 12, 2005 for the Pre- Appeal Brief Conference Pilot PrograiB, 
favorable reconsideration of the subject application is respeci&lly requested in view of the 
following remarks. A Notice of Appeal k being submitted co.acurrently with this submission. 

The present application has undergone a lengthy prosecution. In a final Office Action 
mailed on Febraary 4, 2010, the claims pending at that time were rejected under 35 U.S.C. 
§103(a) as being unpatentable over US Patent No. 5,217,474 to Zaeca et ai. ("Zacca") in view of 
US Patent 5,490,859 to Mische et ai. ("Mische"), either alone or further in \dew of US Patent 
5,938,670 to Keith ct al, US Patent No, 6,258,052 to Milo ("Milo'O and/or US Patent 4,976,720 
to Machold et al in response, applicants fsled an .Appeal Brief on August 4, 2010, pointing out 
the Examiner's misunderstanding of the Zacca reference in particular. Prosecution was 
subsequently re-opened. 
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Aj)j>!i«ati<3n No. 10/798.623 

R«asons ht ?!e-A}>pesl Brief R(S}us;s* R>f Review datai October 2?, 2t} i I 

Rt's-ponsc- ?t) Fijsai Office Atfiois inaik'd }u\y 'ZH. 2in I imd AiJvi~»ry Actios snaiied Oct 25, 20i 1 

ot'ihe lorquc !.ubc {/.c?. proxinid io the working head); a liqui>d flood space located between ihe 
liner and the fosx|ue tube; and a catheter tliat extends distaliy beyond the intersect area to enclose 
the torque tube and the Hner, and terms an aspiration lumen betv^ eei^ the catheter ai\d ihe lis-ser. 
Liquid infused into the flood space during operation of the device provides a sealing medium in 
ibe uq'itid seal ;isseivib!y and exits tl-c iir-od space at liie intersect area. Claitn 10 fitrfiscr recites 
that liquid exiting the fiood space at the intersect area directly enters the aspiration kunen, 

Nash discloses an atherectoifiy catheter in which a distal working head impacts occlusive 
materia! to opei^ a kunen and infitsaie Uqoid is introduced throvtgh a catheter jat:l<.et (34) [referred 
to by the Examiner as liner (34)] proximal to and adjacent the working head. The infasate. and 
some blood and debris are withuraivn by aspiration through a guide catheter (24) posiUoncd 
proxiinally of the infusion location. The irifiision and a,spiration flow rates are careflilly 
controlled to ci-eate a differential tlow adjacent the working head and promote collection of 
debris, wiih the infusate ajid blood, ihroagh aspiration proxitriai to the infu,sioTi ,site. 

in die tirutl Office Action mailed on ,luly 28, 201 U liw lixamincr ob,servcs that I-ig, 13 of 
Na,sh sliows the proximal end of the torque tube (30S aixl 336) and drive system (322) md a 
sealing site (326) at the proximal m\d of the stationars' liner (catheter jacket 34) within the 
hotAsiTig, Tite Examiner alleges that although not specifically stated, the Nash apparatus performs 
the function ofpreventing air or other fluids from contacting movable catheter components in the 
proximal area of the torque tube. While the catheter jacket (34) .is mounted at and extends away 
from a tapered portion of the housing at 326, the ,sealtng site of Nash is within the housing and 
proxiiTial to attachtnein- of tlie catheter jacket (34) to the hoii:-iug. In .Na.sh"s device, the seal is 
provided where die turbine rotor shaft (336) extends through sleeve bearing {344} md then an 
through an O-ring (346), which forms a fluid-tight seal Thi,s is, in fact, the conventional sealing 
technique that applicants/ ciouucd liqtiid seal assembly replaces, Mo.reover, while site (326) is 
the site at wj!5*.'.n tiie casheter jacket is sealed to the housing, i; is not a sealing site enclosed by the 
housir^g (claim 20(b)(i)), and it does sK>t create a liquid seal around the torque mbe at that sealing 
site (claim 20(bKc)). This is a clear error in the out,standing rejection. 

The Examiner states that Nash fails to disclose a 'iiner" tenninating proximal to ihiC distal 
end of the torque tube and introduces Zacca for this teachiug. As discussed oii pages 1^1-15 of 
the Appeal Brief filed on August 4, 2010, the flexible catheter 14 of Zacca "protects the body's 
intervening vasculature from injury or trauma during txstation of the di-ive ,shaff" (See, col. 6, hnes 

S90<K).3Oi3NP 3/5 



Appficitsort No. 

P 1 n i 1 f J Vn il Rn f Ktju t } i ) H t b r H 

r I E O i. \ (Kr «it ) M i s N ! ! ^ \ K( ( ) V a n i ! O t ! i 

i) n> fliXsH I d tt^r i 4 of Zs o s k j n i ud the ItMcv, md i /? 

cqii Jcii<f jni ai ttUh^. i t/ iv,u n jpphi. ii i p ns. t ii d^KnduU hims i d 2U 

whtchts inoutd dof uidosuibs tbn,himt.d cithft<.r torn pout nt Iht belcr 14 ot /ii,ca is 

It k I juu utnT 01 -iimiUt to tbv. catbctu ttt.it*.d at bnts 1 1 of ipphtuil^ dim 19 «id m 

pitt (v, o ifphcmts daim X) Th proposed nxxiifjc itson o \ aoLordniL to t it tcv^diim s 

otZatci 1 pniop t \ iu utc^ti kiuit btruciui i. luu i l t i 

Aijii iuts ndcpcndui J nsi9nd'^0{ui cnl -^tiuUunl ii, itio s u non^ 

unipoiKHts \ station w\ im«,i suu unds th*. toiqut, tubt nd <.\tciids tiom i ^tihOj. !tc in ibt, 

houi>m<, lo vimdmalh Lss thari tit raal length of thv. ton at tube terminating, dibi ds at an 

intersett \ica proximal to the J ^1 aid of the torciue -le \ l \t\ ctcr bi\ing a p o\ i tl end 

teimmituu m tlu hou-^ni^ \t m \ pintion iUe eNf-xi di tiUv t ^ndi t tuiqiK nib<- m ! 

hna ind t ! L-itjKtei c\ttnu i t il \ ^ nd the n t i !. kn mn^ i im \ mil n 

between the catlitter and bnei Ibc fcxammer addresses lit, hek ot pnor art teach n«. ot these 

structural relationslups in the final rejeetion as foilows: 

IK In u u nitldtr evteudin.. distal \ hl^ z.t\ t iqic d nd d i ki h 
1 1 li_o chiihWiU i,;.t ^.i ftK)f m "0 i t-iiitniol i\t.ul wfo i 
o \u no c hk ( ■? 1 1 iv It S n <. t] n lei itl U t u4) ot 1 1 m ds^ \ i h 
a} p u^tus s e ?p ibie ot \ <.uii. i u \ ui to i poMt ^ i \ bu<. Us di'^tii tnd extends KSt nd lat 
GJ tii end moditied Imei { -+i (sr) at an nitusett iita it meets the elaim f<. iiirenients 
linal rejeetjoft. page 4, 

\p>Uiints -itietiuonsh ds ^-"ee wtth this st?! meil nd sibnut thit th<. I \ Inii one 
ph\ (, i! t in e tbc c n ip mkiUs of Ni-ih into a po Jtion th it uouU nu ipihemts 
d m iu I ill nlh^ en o n ut the ! x muner s buit «.n ot nnkia^^ in > jk l she. umg 
ot b\ii 1 1 sf no 5 i lii ^ t1 t ^uide e^thetet (24) of \ish distalh ti en h edit U itti^j 
i leket ^4 le loiquc tubi, i k t_\Hnm<.{ piopo ^.s v\oii' d<,stio\ oi eonsp tef the 

ispnition !tc and the patli of the nitys-^te blood md dclns It would sigrufieuit s -litu and 
perhapb dtsiros the flow rate d\n\7Ues so beiMh rehcd upoi b% N^sh to c\ Kuit-. d(.h t tu n 
the S!tt 'T'hvv \ immer h is pros ckd no i itionafe thit su| p ^rts ti o\ mg tlie outer e M\ cttt ^ M ot 
! 1 \ !ipp«i!u p<. < i M H h li \unk n t p mt ehm i u tiws md 
ippheH em eonceuv. no re m hit i it o! tk ri^povJti nu y the compements ot \vb a'' 
proposed. 



AppiicatiiM No. {0/798,62.5 

Sciisons for {'K;-Apix;ai Brief Resjxsesl r-'or Revk;\v dmtxl OctooCT 21. 20! 1 

Rcspi)Rse to Fitiiii Office Action sKfitkid My 2Si. 2.it \ \ and AdvistiiV .Action fsuiiied tjct. 25, 20! I 

The required obviousness ratan^aies t;s.seniially post; ihe que.stio7) of whether one skilled 
in the arl \x'oiild be motivated to make a conibination of prior art elements in a predietabie way 
that he or she wouki expect lo work for its intended purpose, if so, the invention is obvious; if 
noL fne bivenuon is nonohvii>us. Mi'Li' ^2143 and the USPTO's K.SR. Guidelines (2007) and 
2010 KSil CiURieiines Updatt;. i- unhcrrnorc, in determining the differences between tlic prior art 
and the eh^ims. tlie question under 35 I.lS.C. iO'3 is not whether the differences themeives would 
have been obvious, but whether the dainted invention as a whole would ha\ e been obvious. If 
ail of the olnimex'l elements are known in the prior ail it raay be irnportajU to idcviTify what would 
have prompted a person of ordinary skill in the relevant field to combine the elements in the way 
die ciaimed new mvoTUion doe.s. U no siicii rationale exists, tlien one cannot conclude that the 
claim would have been obvious to one of ordinaiy skiM in the sit (See, MPEP § 2143, inehidii:)^ 
citations to O^). 

Applicants respectfully subnnt that in finally rcjedirtg die eiaints over a conibijiarion of 
Nash and .Zacca. the Examiner is empioving ibe same mis-interpretation of the teachings of 
Zacca that was employed at least in the rejection of the claims under 35 U',S,C. § 1 03(a) over 
Zacca and Mische made in final Office Action mailed on Februar>'- 4, 2010 that the applicants 
success&liy overcame in the Appeal Brief submitted on .August 4, 2010. Applicants submit, 
furthennore. for the reasons stated above, that the final rejection contains clear errors and that the 
Examiner has failed lo make a prima Jacie showing of obviousness. The combination of Nash 
and Zacca fails lo teach de\ices having the structural features, relationships arid advantages of 
applicants' a.spiralirsn catheters as recited in pending claims U> and 20. Appliearns respeetfuHy 
submit that pending claims 19 and 20 are in condition for allowance. 



Respectfully submitted. 
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